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BASIC-ABSTRACT: 

Pharmaceuticals (e.g. tablets, granules) ar e coated with a 
compsn. which 

comprises Cl[T> a 2 -methyl- 5 -vin yl -p yridine -methyl 
methacrylate copolymer or 

polyvinylacetal diethylaminoacetate , (jjT^ a water- inso luble 
nonionic surfactant 



solid at ambient temp* and C(3_n a higher fatty acid solid at 
ambient temp . As 

n onionic surfactant , suitable cpds / are polyoxyethylene 
fatty acid esters, 

sorbitan fatty acid ester, polyoxyethylene higher alcohol 
esters and fatt y acid 

glycerides . ( glycerin monostearate is pref^ Suitable higher 
fatty acids and 

stearic and palmitic acids. The ratio of the fatty acid to 



the coating 

ingredient may be 5 - 60%. 



The coating gives a damp proof film on the tablets. 
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Japanese Published Unexamined Patent Application (A) No. 5 1 -09 1317, 
published August 10, 1976; Application Filing No. 50-13976, filed 
February 4, 1975; Inventor(s): NoboruArai; Assignee: Meiji 
Confectionary Co.; Japanese Title: Method to Manufacture Pharmaceutical 
Tablets Coated with Moisture-Repellent Film 

METHOD TO MANUFACTURE PHARAMACEUTICAL TABLETS 
COATED WITH MOISTURE-REPELLENT FILM 

CLAIM(S) 

A method to manufacture tablets coated with a moisture-repellent film, 
characterized in that the pharmaceutical tablets are coated with a film 
prepared by adding a water-insoluble nonionic surfactant which is solid at a 
normal temperature and one or more high-grade fatty acids that are solid at a 
normal temperature are added to the film composition primarily composed of 
2-methyl-5-vinyl-pyridine-methylacrylatemethacrylate copolymer or 
polyvinylacetal diethylaminoacetate. 
DETAILED DESCRIPTION OF THE INVENTION 

The present invention pertains to a moisture-preventing pharmaceutical 
film for tablets and granules. 

2-methyl-5-vinyl-pyridine-methylacrylate methacrylate copolymer and 
polyvinyl acetal diethylaminoacetate are generally used for making a film to 



l 



protect moisture-unstable substances and for making oral medicine intake 
easier. However, in reality, when the tablets and granules are coated with a 
film prepared by adding a plasticizer, dispersant, coloring agent and silicon to 
a substance, a moisture-preventing effect is not sufficient. 

The inventor of the present invention, after assiduously studied on the 
moisture-prevention, produced the present invention. More specifically, he 
found that when a water-insoluble nonionic surfactant which is solid at a 
normal temperature and one or more high-grade fatty acids which are solid at 
a normal temperature are added to the film composition primarily composed 
of 2- methy1-5-vi'ny1-pyridine-me tii ylacrylate m ethacrylate copolymer or 
polyvinylacetal diethylaminoacetate, and this admixture is coated on tablets 
and granules by using an organic solvent by a conventional method, 
pharmaceutical agents coated with a film excellent in moisture-repellency can 
be prepared. 

For th e water-insoluble i ionionic surfactant that is solid at a normal 
temperature, can be used polyoxyethylene fatty acid ester, sorbitan fatty acid 
ester, polyoxyethylene high-grade alcohol ester, and glycerin fatty acid ester, 
but the glycerin fatty acid ester, particulary (glyce^ monostear^ ) can 
produce an excellent result. For the high-grade fatty acid that is solid at a 
normal temperature, can be used stearic acid and palmitic acid. An admixture 



of one or more of them is added. As to the amount to be added, 5-60% to the 
film component should be added to produce an excellent result. 

If necessary, a plasticizer, coloring agent, and dispersant are added, 
and by using a proper organic solvent, such as methanol, ethanol, 
dichloromethane, or 1 . 1 . 1 trichloroethane, the coating composition is 
produced. When tablets and granules are coated with this composition by a 
conventional method, the moisture-preventing tablets are produced. 

The tablets of the present invention have not only more improved 
moisture-repellency, but also demonstrated an excellent result in a collapse 
test. 

The present invention is further explained below with reference to the 
embodiment examples. 

The mixing ratio is indicated by parts/weight. 
Embodiment Example 1 } 




2-methyl-5-vinyl-pyridine-methylacrylate methacrylate copolymer: 




stearic acid: 



1 5 parts/weight 





glycerin monostearate: 



1 0 parts/weight 




n 



ethanol: 



700 parts/ weight 



1.1.1 - trichloroethane: 



700 parts/weight 



Nearly 20 mg of film forming solution having the above components 
was coated on each of very moisture-absorbent tablet (weight 270 mg, 
diameter 9 mm). The tablets hardly absorbed moisture for 7 days at 25°C and 
75% RH and were stable. 

The result of collapse test was: 1 5 - 20 minutes for the primary 

solution [The translator does not quite understand the meaning of this 

expression, so literal rendition was provided.]. In a reference example, the 

tablets coated with the above film composition from which stearic acid and 

glycerin monostearate were removed absorbed moisture in 7 days at 25°C and 

75% RH, so the tablets were cracked due to swelling. 

Embodiment Example 2 

2-methyl-5-vinyl-pyridine-methylacry.late-methylmethacrylate 

copolymer: 75 parts/weight 

stearic acid: 25 parts/weight 

ethanol: 700 parts/weight 

1.1.1 -trichloroethane : 700 parts/weight 

The pharmaceutical agent coated with the above components in the 

same fashion as in embodiment example 1 demonstrated excellent in 

moisture-repellency. 



Embodiment Example 3 



Polyvinylacetal diethylaminoacetate: 



75 parts/ weight 



Glycerin monostearate: 



25 parts/weight 



Methanol: 



750 parts/weight 



Dichloromethane : 



750 parts/ weight 



When the tablets were coated with the film having the above 
composition, the tablets were excellent in moisture repellency. 

The tablets coated with the film containing the above composition 
from which glycerin monostearate was removed (reference group) absorbed 
moisture in 7 days at 25 °C and 75% RH and were cracked due to swelling. 
Embodiment Example 4 

Polyvinylacetal diethylaminoacetate: 75 parts/weight 

Stearic acid: 25 parts/weight 

Methanol: 750 parts/weight 

Dichloromethane: 750 parts/weight 

When the tablets were coated with a film containing the above 
composition, the tablets having an excellent moisture-repellent property were 
produced. 



